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E v a l u a tio n  o f A u to m a tic C lass  III Des i g n a tio n  
N e o G r a m  A m ino  Ac i ds  a n d  Acy lca rn i t i nes  T a n d e m  M a s s  S p e c t romet ry  K it, M o d e l  M S - 8 9 7 0  
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Dea r  M s . L l oyd :  

T h e  C e n te r  fo r  Dev i ces  a n d  Rad i o l og i ca l  Hea l t h  (CDRH)  o f th e  F o o d  a n d  D r u g  
A d m in is t ra t ion (FDA )  h a s  c o m p l e te d  its r ev i ew  o f you r  p e titio n  fo r  c lass i f icat ion o f th e  N e o G r a m  
A m ino  Ac i ds  a n d  Acy lca rn i t i nes  T a n d e m  M a s s  S p e c t romet ry  K it, M o d e l  M S - 8 9 7 0  th a t is i n t e nded  
fo r  u s e  i n  th e  m e a s u r e m e n t a n d  eva l ua t i on  o f a m i n o  ac id ,  f ree  ca rn i t i ne  a n d  acy lcam i t i ne  
c o n c e n t rat ions f r om n e w b o r n  h e e l  p r ick  b l o o d  s amp l e s  d r i e d  o n  filte r  p a p e r  to  p r ov i d e  a n a Iyte 
c o n c e n t rat ion p ro f i l es  th a t m a y  a i d  i n  th e  sc r een i n g  o f n e w b o r n s  fo r  o n e  o r  m o r e  i n bo r n  e r ro rs  o f 
m e tabo l i sm,  F D A  conc l u des  th a t th i s  dev ice ,  a n d  substant ia l l y  equ i va l en t  dev i ces  o f th i s  gene r i c  
type,  s h ou l d  b e  c lass i f ied  in to  c lass  if. Th is  o rde r ,  th e r e fo re ,  c lass i f ies th e  N e o G r a m  A m ino  Ac i ds  
a n d  Acy lcam i t i nes  T a n d e m  M a s s  S p e c t romet ry  K it, M o d e l  M S - 8 9 7 0 , a n d  substant ia l l y  equ i va fen t  
dev i ces  o f th i s  gene r i c  type  in to  c lass  II u n d e r  th e  gene r i c  n a m e , N e w b o r n  S c r e e n i n g  Test  Sys t em  
fo r  A m i no  Ac ids ,  F r ee  C a m i tin e  a n d  Acy ica rn i t i nes  b y  T a n d e m  M a s s  S p e c trometry.  Th is  o r de r  
a l so  i d e n tifie s  th e  spec i a l  c o n tro ls app l i c ab l e  to  th i s  dev ice .  

F D A  i d e n tifie s  th i s  gene r i c  type  o f dev i ce  as:  

2 1  C F R  8 6 2 .1 0 5 4  - N e w b o r n  S c r e e n i n g , Test  Sys t em  fo r  A m i no  Ac ids ,  F r ee  C a m i tin e  a n d  
Acv lca rn i t i ~es  b v  T a n d e m  M a s s  S p e c t romet ry  

A  n e w b o r n  sc r een i n g  test  sys tem fo r  a m i n o  ac ids,  f ree  cam i t i ne  a n d  acyhx rn i t i nes  b y  ta n d e m  
m a s s  spec t romet ry  is a  dev i ce  th a t cons is ts  o f s tab le  i so tope  i n te rna l  s tanda rds ,  c o n tro l  m a ter ia ls ,  
ex t rac t ion  so lu t ions,  flo w  so lvents,  i ns t rumenta t i on ,  so f tware  p a c k ages , a n d  o th e r  r e a g e n ts a n d  
m a ter ia ls .  T h e  q u a n tita t ive ana l ys i s  o f a m i n o  ac ids,  f ree  ca rn i t i nes  a n d  acy lcami t i nes  a n d  the i r  
r e l a t i onsh ip  w i th  e a c h  o th e r  is i n t e nded  to  p r ov i d e  ana l y t e  c o n c e n t rat ion p ro f r les  th a t m a y  a i d  i n  
s c r een i n g  n e w b o r n s  fo r  o n e  o r  m o r e  i n bo r n  e r ro rs  o f a n i i n o  ac id ,  f ree  cami t i ne ,  a n d  acy lcam i t i ne  
m e tabo l i sm.  



“-?age*2 - Itis. Cindy Lloyd 

In accordance with section 513(f)(l) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 
360cQ(l)) (the act), devices that were not in commercial distribution prior to May 28, 1976 (the 
date of enactment of the Medical Device Amendments of I976 (the amendments)), generally 
referred to as postamendments devices, are classified automatically by statute into class III 
without any FDA rulemaking process. These devices remain in class III and require premarket 
approval, unless and until the device is classified or reclassified into class~l or II or FDA issues 
an order finding the device to be substantially equivalent, in accordance with section 513(i) of 
the act (21 U.S.C. 36Oc(i)), to a predicate device that does not require premarket approval. The 
agency determines whether new devices are sul+antially equivalent to previously marketed 
devices by means of premarket notification procedures in section 5 10(k) of the act (21 U.S.C. 
360(k)) and Part 807 of the FDA regulations (21 CFR 807). 

Section 5 1:3(f)(2) of the act provides that any person who submits a premarket notification under section 
5 10(k) for a device may, within 30 days after receiving an order classifying the device in class III under 
section 5 13(f)(l), request FDA to classify the device under the criteria set forth in section 5 13(a)(l). 
FDA shall, within 60 days of receiving such a request classi@ the device. Thii classification shall be the 
initial classification of the device type. Within 30 days after the issuance of an order classifying the 
device, FD.A must publish a notice in the Federal Register classifying the device type. ‘. 

On July 02,2004, FDA filed your petition requesting classification of the NeoGram Amino Acids and 
Acylcamitines Tandem Mass Spectrometry Kit, Model MS-8970 into class II. The petition was 
submitted under section 5 i 3(f)(2) of the act. In accordance with section 5 13(f)(l) of the act, FDA issued 
an order on June 09,2004, automatically classifying the NeoGram Amino Acids and Acyicamitines 
Tandem Mass Spectrometry Kit Model MS-8970 in class III, because it was not within a type of device 
which was introduced or delivered for introduction into interstate commerce for commercial distribution 
before May 28, 1976, which was subsequently reclassified into class 1 or Class Il. In order to classify the 
NeoGram Amino Acids and Acylcarnitines Tandem Mass Spectrometry Kit, Model MS-8970 into class 1 
or II, it is necessary that the proposed class have sufficient regulatory controls to provide reasonable 
assurance of the safety and effectiveness of the device for its intended use. 

After review of the information submitted in the petition, FDA has determined that the N&Gram 
Amino Acids and Acylcamitines Tandem Mass Spectrometty Kit, Model MS-8970, intended for use 
in the measurement and evaluation of amino acid, free camitine and acylcamitine concentra’tions 
from newborn heel prick blood samples dried on filter paper, to provide analyte concentration 
profiles that may aid in the screening of newborns for one or more-inborn errors of metabolism can 
be classified in class II with the establishment of special controls. FDA believes that class II special 
controls provide reasonable assurance of the safety and effectiveness of the device. 
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FDA has identified no direct risks to health related to use of newborn screening test systems for amino 
acids, free carnitine and acylcamitines by tandem mass spectrometry. However, failure of the test to 
perform as indicated or error in interpretation of results may lead to improper medical management 
of patients with inborn errors of metabolism. A falsely low (e.g. false negative / false normal) 
measurement could contribute to failure to detect a possible inborn error of metabolism, which could 
lead to functional impairment or death. A falsely high (e.g. false positive / false abnormal) 
measurement could contribute to unnecessary additional patient testing and added concern and 
apprehension of parents and physicians. The measures FDA recommends to mitigate these risks are 
described in the guidance document, “Class II Special Controls Guidance Document: Newborn 
Screening Test Systems for Amino Acids, Free Carnitine and Acylcarnitines by Tandem Mass 
Spectrometry”, which includes recommendations for performance validation and labeling. 

In addition to the general controls of the act, Newborn Screening Test Systems for Amino Acids, Free 
Carnitine and Acylcarnitines by Tandem Mass Spectrometry are subject to the following special 
controls: “Class II Special Controls Guidance Document: Newborn Screening Test Systems for Amino 
Acids, Free Carnitine and Acyloarnitines by Tandem Mass Spectrometry”. Section 5 10(m) of the act 
provides that FDA may exempt a class II device from the premarket notification requirements under 
section 5 10(k) of the act, if FDA determines that premarket notification is not necessary’to provide 
reasonable assurance of the safety and effectiveness of the device. FDA has determined premarket 
notification is necessary to provide reasonable assurance of the safety and effectiveness of the device 
and, therefore, the device is not exempt from the premarket notification requirements. Thus, persons 
who intend to market this device must submit to FDA a premarket notification submission containing 
information on the newborn screening test system for amino acids, free carnitine and acyicamitines by 
tandem mass spectrometry they intend to market prior to marketing the device. 

A notice announcing this classification order will be published in the Federat Register. A copy of this 
order and supporting documentation are on file in the Dockets Management Branch (HFA-305), Food 
and Drug Administration, 5630 Fishers Lane, Room 106 1, Rockvifle, MD 20852 and are available for 
inspection between 9 a.m. and 4 p.m., Monday through Friday. 

As a result of this order, you may immediately market this device, subject to the general control 
provisions of the act and the special controls identified in this order. 

If you have any questions concerning this classification order, please contact Carol C. Benson at (301) 
594-1243. 

Sincerely yours, 

Steven I, Gutntan, M.D., M.B.A. 
Director 
0 ffsce of In. Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 


